
ZONARE 510(k) Summary of Safety & Effectiveness
Prepared in accordance with 21 CFR Part 807.92(c) APR 13 2012

The assigned 510(k) number is: K

Applicant Information:

Date Prepared: February 22, 2012

Name: ZONARE Medical Systems, Inc.
420 North Bernardo Avenue
Mountain View, CA 94043

Contact Persons: Linda J. Moore
Director, Regulatory Affairs & Quality Assurance

Telephone Numbers: 650-230-2724

Fax Number: 650-967-9036

Email lmoore((zonare.com

Device Infonrmation:

Trade Name: ZONARE ZS3 Ultrasound System

Device Name: ZONARE Diagnostic Ultrasound System

______________________________ FR Number Product Code

Ultrasonic Pulsed Doppler Imaging System 892.1550 90-IYN
Ultrasonic Pulsed Echo Imaging System 892.1560 90-IYG
Diagnostic Ultrasound Transducer 892.1570 90-ITX

Marketed Device(s): The ZONARE ZS3 Ultrasound System is a combination of the currently marketed
ZONARE z.one Ultra Ultrasound System consisting of a convertible scanner and cant(s)
previously cleared on (K082326) (K101091). The ZS3 combines the scanner and cart into
a singular unit, which still resembles the currently marketed z.one Ultra Ultrasound
system in looks, features and furnctional ities, including the same software revision,
driving both systems.

Device Description: The ZONARE ZS3 is a general purpose diagnostic ultrasound system which consists of a
the previous cleared portable scanner integrated into the ZONARE zone Ultra Smarteart to enable the user to
focus on performing patient scans with a more streamline unit. No longer convertible, the ZONAR-E ZS3 will
still be considered a mobile system as it will be lightweight and easy to move from room to room. The new
system, which uses the same software base as the currently approved zone Ultra ultrasound system, will have
hardware changes which are minimal, but require some redesign in the cart base in order to put working
components of the scanner inside the cart. Otherwise, the user interface and other features/functionalities of the
system are substantially equivalent to the ZONARE Ultra Ultrasound System in both indications for use and
system functionality. The new ZS3 will be based on the ZONARE's patented zone sonography, and with the
scanner's internal components now inside the cant base, the 753, without compromising safety and
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effectiveness, should improve imiage quality through a higher signal to noise ratio, as well as support a wider
range of fuature enhancements. Features, such as mblti transducer ports will be standard in the system aswXiii an
embedded hard drive and DVD. The system will function with the ZONARE Ultra current suite of transducers.
Signals received from the transducer module are digitized and preprocessed. The transducer module comes into
contact with the patient and both transmit and receive ultrasound energy. There is no difference between the
currently cleared ZONARE transducers (K 0 109 1) and the transducers as shown in this submission for the ZS3.

The system provides holders for transducer models, and will be offered with battery chargers and other
accessories. The modification for this submission includes no new indication for use but does have I transducer
the C 10-3 added as appendix E to the ZONARE zone Ultra Ultrasound system which will be declared new to
this system.

Indications For Use: The device is intended for use by a qualified physician for ultrasound evaluation of:
Ophthalmic; Fetal/obstetric, gynecological;, Abdominal (renal, GYN/Pelvic; Intra-operative (abdomninal,
thoracic, and vascular), Intra-operative neurological; Pediatric; Small organ (thyroid, breast, testes, etc), Adult
& Neonatal Cephalic; Trans-rectal, Trans-vaginal, Trans-cranial, Trans-esophageal (non-cardiac and cardiac);
Musculoskeletal (conventional & superficial); 3 D/4D;1 Cardiac - Adult/Pediatric/Fetal; Echo, Intra-Cardiac;
Pelvic; Peripheral vascular; harmonic tissue and contrast imaging and Tissue elasticity, Vet and others as stated
in 1.3.

Comparison with Predicate Device: With respect to features and applications, the ZONARE ZS3 Ultrasound
System, is comparable and substantially equivalent to the currently marketed ZONARE zone Ultra Ultrasound
System, and the additional predicate device listed in predicate devices section in terms of features and
functionality. Additionally, the ZONARE Z53 Ultrasound System and the ZONARE z.one Ultra Ultrasound
System have the same important safety and effectiveness features, as well as share the same software, materials,
and design/construction as shown in the predicate device comparison table.

Non-clinical tests: The device has been evaluated according to the applicable medical device quality systems,
safety standards for acoustic output, biocompatibility, verification and validation, cleaning, and disinfection
effectiveness as well as for thermal, electrical, and mechanical safety, those applicable to ZONARE's
ultrasound product(s) are:

ISO014971 Medical Devices - applications of risk management to medical devices
IEC/UL 6060 1-1 Medical Electrical Equipment (MEE) - General Requirements for Safety
LEG 60601 -1 -1 Medical Electrical Equipment for Systems
LEG 6060 1-1-2 EMC
LEC 60601-1-4 MEE - Programmable electrical medical systems
LEG 6060 1-2-37 Safety of ultrasonic medical diagnostic and monitoring equipment
LEG 62304 Medical Device software - software life cycle processes
1S0 10993 Biological evaluation of medical devices
AlUM Medical Ultrasound Safety, American Institute of Ultrasound in Medicine

Clinical Tests: Non Required

Conclusion: The device conforms to applicable medical device safety standards and compliance for safety and
effectiveness which is verified through defined verification and validation, and market surveillance. Driven by
the same software, which is used by the currently marketed ZONARE zone Ultra Ultrasound System, which
has been shown to be safety and effective, the ZONARE ZS3 Ultrasound system is substantially equivalent with
respect to safety and effectiveness to devices current cleared for market.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health ServiceA PFoodi and Drug Administration
t 4  10903 New Hampshire Avenue

Silver Spring, MD 20993

ZONARE Medical Systems, Inc.
% Mr. Mark Job APR 13 2012
Responsible Third Party Official
Regulatory Technology Services
1394 25h Street NW
BUFFALO MN 55313

Re: K120703
Trade/Device Name: The ZONARE Z53 Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, ITX, and IYO
Dated: March 28, 2012
Received: March 29, 2012

Dear Mr. Job:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, and
Cosmetic Act (Act). You may, therefore, market the device, subject to the general controls
provisions of the Act. The general controls provisions of the Act include requirements for annual
registration, listing of devices; good manufacturing practice, labeling, and prohibitions against
misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for use
with the The ZONARE Z53 Ultrasound System, as described in your premarket notification:

Transducer Model Number

Curvilinear Transducer C4- 1
Curvilinear Transducer C6-2
Curvilinear Transducer C9-3

Phased (Sector) Array Transducer C 10-3
Curvilinear Transducer C8-3 (3D3/413)

Curvilinear Transducer C9-4t
Phase (Sector) Array Transducer P4-ic

Phased (Sector) Array Transducer P 10-4
Endo-Cavity Transducer E9-4

Endo-Cavity Transducer E9-3 (3D)



Linear Transducer Lb1-5
Linear Transducer L8-3

Linear Transducer L12-4v
Linear Transducer L14-Ssp
Linear Transducer L14-5w

Tran-Esophageal Transducer PS-3TEE
St. Jude EP ViewFlex PLUS ICE Catheter model # VP-PM Part #09-2005 (off the shelf)(P9-3ic)

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Parts 800 to 895. In addition, FDA may publish
further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that
FDA has made a determination that your device complies with other requirements of the Act or any
Federal statutes and regulations administered by other Federal agencies. You must comply with all
the Act's requirements, including, but not limited to: registration and listing (21 CFR Part 807);
labeling (21 CFR Part 801); good manufacturing practice requirements as set forth in the quality
systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic product radiation control
provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket notification.
The FDA finding of substantial equivalence of your device to a legally marketed predicate device
results in a classification for your device and thus permits your device to proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 1), please go
to littp://www.fda.gov/AboutFDA/CentersOffices/CDRHICDRHOffices/ucml II5809.htm for the
Center for Devices and Radiological Health's (CDRI-'s) Office of Compliance. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2ICFR Part 807.97).
For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to http://www.fda.gov/Medical Devices/Safetv/ReportaProblem/default.htm for the
CDRH's Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Jeffrey Ballyns at (301)
796-6105.

Sincerely You

Japine M. orr
\Ating Dire r
"'dvision of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)



Indications for Use Statement

510(K) Number (if known):______

Device Name: The ZONARE ZS3 Ultrasound system

Indications for use:

The device is intended for use by a qualified physician for ultrasound evaluation of Ophthalmic; Fetal/obstetric,
gynecological; Abdominal (renal, GYN/Pelvic; Intra-operative (abdominal, thoracic, and vascular), Intra-

operative neurological; Pediatric; Small organ (thyroid, breast, testes, etc), Adult & Neonatal Cephalic; Trans-

rectal, Trans-vaginal, Trans-cranial, Trans-esophageal (non-cardiac and cardiac); Musculoskeletal (conventional

& superficial); 3D/4D; Cardiac - Adult/Pediatric/Fetal;- Echo, Intra-Cardiac;, Pelvic; Peripheral vascular;,
harmonic tissue and contrast imaging and Tissue elasticity.

Prescription Use Al AND/OR Over-The-Counter Use ______

(Part 21 CERS80l Subpart D) (21 CERS80l Subpart C

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Divi io Sign-O ff
Offic In Vitrotiagniostic Devices

Evaluatio* d Safety
5 10(K) log Q Page I of
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1 .3. Diagnostic Ultrasound Indications for use

510(K) Number (if knon:ri ____
System Name: ZONARIE ZS3 Ultrasound Diagnostic System
Device Name: System Union of all Transducer Types
Indications for Use: This device is intended for use by a qualified physician for ultrasound evaluation of thre following: Fetal, Abdominal, lntraoperative.
Pediatric, Ophthalmic, Intr-cardiac, Small omanm/parts (breastltestes. thyroid, etc), Thmnsvaginal. Transrectal. Transcranial. Trans- esoph, Trans-urethral. OB'GYN.
Cardiac. Pelvic, Neonatal/Adult cephalic. Vascular, 3D(4D, Tissue elasticity, Musctaloskeletal. cardiac. Superficial Musculoskeletal. and Peripheral Vascular
applications and others as shown below.

General Specific B W' CWD Color Combined Other'8

B W2 CWL) Doppler' NlodeS4

Aiuy
Ophthalmic Ophthalmic N N N N

Fetal N N N N N No
Abdominal N N N N NR e
tntra-operatihe (Specift) N N N N N NW
Intra-operaltive (Neuro) N N N N IN'
Laparoscopic
Pediatric N N N IN N N'
Pediatric Aux
Small Organ (Thyroid, N N N N N . N'
Breast. Testes. etc.) .N

8

Neonatal Cephalic N N N N N N'
General Adult Cephalic N N N N N N'
Application Trans-rectal N N N N N N'

Trans-vatinal N N N N N N'
Trans-urethral
Trans-esoph. (non-Card.) N N N N N N'
Niusculo-skel. N IN N N N N'- 8
(C on vent ional)
Mlusculo-skel. N N N N N N518

(Superficial)
* Intra-luminal

Other (Specify) N N N .N N -

(3D/4D)
Cardiac AdultN N NN.NN
Cardia Adult Aux _______

Cardiac Pediatric N N N N N N'
CardiacCardiac Pediatric Aux
CricTrans-esoph. (Cardiac) N IN IN N N N'

Other (Specily) N N N N N
(3D/4D)
Giber (lntra-Cardiac)- N N N N _______

Peripheral Vessel N N N N -N N'

Periperal ascla Peripheral Vessel A.,

Other (Specifv N N N N N
(3D/D)

N =new system indication; P =previously cleared by FDA 5 10(k), E=Added under Appendix E
Includes B3-Mode and Harmonic (contrast) imaging (HI)
Includes PWD-Miode imaging and High Pulse Repetition Rate PWD-Mo~de ([WRY)
Includes Color Doppler (CD). Directional Power Doppler (DPD). and Power Doppler (PD)
Includes B-M. B+MCM. M-rCM, BQCD-M-CM. B-CD+PWD where CD could represent (CD, DPD. PD. or DID)
Color M-Mode (CM)
6Abdominal includes renal. GYNIPelvic
Intra operative include abdominal. thioracic (cardiac) and vascular (PV)
Freehand tissue elasticity

Prescription Use _ ___ AND/OR Over-The-Counter Use ______

(Part 21 CFR 801 SubpartfD) . (21 CERS801 Subpart C

n (PLEASE DO NOT WRITE BELOW THIS LIN31E-CONTNUE ON ANOTHER PAGE IF NEEDED)

1 6JrOncurelce of CDR.H, Office of In Vitro Diagnostic Devices (OLVO)

Di s A ign-Off
OffCe off Vitro i gnostic Devices
Evaluat' qnd y,
5 10(K) X WPage 1 of
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510(K) Number (if known):_ _____
Systemn Name: ZONARE ZS3 Ultrasound Diagnostic System
Device Name: Curvilinear Transducer C4-1
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application ..- ModeofOnerti '<i.~.V

General Specific B NI PW CWD Color Combined te
(Track I Only) (Track I & 1ll) __________ auX Doppler Modes4  thr

Ophthalmic Ophthalmic ____ ____

Fetal P P P p p
Abdominal P P P P P
lntra-operative (specify)'____ ____

lntra-operatihe (Neuro)
Laparoscopic _________

Pediatric P P P P P
Pediatric Aux ____

Small Organ (Thyroid,
Breast, Testes. etc.)
Neonatal Cephalic ____ ____

Adult Cephalic
Tranreca
Trans-vaginal
Trans-urethral _____

Trans-esoph. (non-Card.) ____

Ivtuseulo-skel.
(Conventional) P PP

Musculo-skel.
(Superficial)
Itima-luminal _____

Other (Speci6)
(3D/4D) P p P P P
contrast

Cardiac Adult _P, P P P
Cardiac Adult Aux ____

Cardiac Pediatric
Cardiac Cardiac Pediatric.Aux

Trans-esoph. (Cardiac) ____ ____

Other (specifi,) 30140 ____ _____ ____

Other (iram-cardiac)W___ __________________

Periphera Vessel __________________

Peiperl ala Per iphral Vessel Aux 
______ __ _____ ________ ______

IOther (Specifv) 3D/4D ___________ ______ ____

N = new indication; P~previously cleared by FDA 5 10(k) K082326&KIO01091, E=Added under Appendix E

Includes B-Mode and Harmonic (contrast) imaging (I)

Includes PWD-Mode imaging and High Pulse Repetition Rate.PWD-Mode (HPRF)

-Includes Color Doppler (CD); Directional Power Doppler (DPD), and Power Doppler (PD)

Includes R+1M, B±M+CM, MI-CM, B+CD--M±CM. B±CDA-PWD where CD could represent (CD, DPD, PD, or BD)
Color M-Mode (CM)
6Abdominal includes renal, GYN/Pelvic
Int-a operative include abdominal, thoracic (cardiac) and vascular (PV)
Freehand tissue elasticity

Prescription Use._____ AND/OR Over-The-Counter Use _ _____

(Part 21 CFR 801 Subpart D) (21 CER 801 Subpart C

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRI-, Office of In Vitro Diagnostic Devices (OIVD)

fi e of In ro Diagnostic Devices

Page 1 of
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510(K) Number (if known):_______
System Name: ZONARE ZS3 Ultrasound Diagnostic System
Device Name: Curvilinear Transducer C6-2
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

General Specific B M PWD 2  CW Color Combined 01tl, *8

*(Track I & 111) ____ Doppler' Modes4

Ophthalmic Ophthalmic
Fetal P P P __ _ P P .

Abdominal' P p P ____ P P P

kInt-operative
(Specify) _______________

Intra-operative (Neuro)
Laparoscopic ____

Pediatric P P P ____ P P t

Small Organ (Thyroid.-
Breast. Testes. etc.)
Neonatal Cephalic ______

General Adult Cephalic ________________

applications Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-

*Card.)
Musculo-skel.
(Conventional)
Musculo-skel.
(Superficial)
Int-luminal

_______________Other (Specify) (3D314D) _______________

Cardiac Adult _____ ______

CardiacCardiac Pediatric
Cardiac Trans-esoph. (Cardiac) ___ ____________

_______________Other (Specify) __________ ______

Peripheral Peripheral Vascular P P P P P P

Vascular Ote Seiy) ____ __________________ ____________

N =new indication; P-previously cleared by FDA 5 10(k) K082326 & k 0 109 1, E=Added under Appendix E
Includes B-Mode and Harmonic (contrast) imaging (HI)
Includes PWD-Mode imaging and High Pulse Repetition Rate PWD-Mode (HPRF)

Includes.Color Doppler (CD), Directional Power Doppler (DPD), and Power Doppler (PD)
4"Includes B-tM, B+M+CM,.M+CM, B+CD+M+CM. B+CD-&PWD where CD could represent (CD, DPD, PD, or BD)

-Color M-Mode (CM)
6 Abdominal includes renal, GYN/Pelvic
7Intra operative include abdominal. thoracic (cardiac) and vascular (PV)
sFreehand tissue elasticity

Prescription Use _ ___ AND/OR Over-The-Counter Use ______

(Part 21 CER 801 Subpart D) (21 CFR 801 Subpart C

(PLEASE DO NOT WRITE BELOW TIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORN, Office of In Vitro Diagnostic Devices (OIVD)

kffe of tn Diamnostic Devices

Page 1 of

5 10(k) Submittal ZONARE Medical Systems, Inc. 3



510(K) Number (if known):_ _____
System Name: ZONARE ZS3 Ultrasound Diagnostic System
Device Name: Curvilinear Transducer C9-3
Indications for Use: Diag2nostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application .t*- Modeof operationt s -
General Specific f M PW 2  CD Color Combined ch
_________ (Track I & 111) B M PWD2 CW Doppler' - Modes'

4  
te

Ophtchalmic Ophthalmic
Fetal P P P ____ P P PA

Abdominal" P P P P P P

bflra-operative P PPP
(Abdominal)P PPP
Intrit-operan ive P P P P P P,
(Vascular)
Laparoscopic
Pediatric P P P P P P

Small Organ (Thyroid.
Breast, Testes. etc.)

GnrlNeonatal Cephalic __________ 
____

Genelnn Adult Cephalic ___

appliadons Trans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph. (non-
Card.)
Musculo-skel.
(Conventional) P P P P P

Musculo-skel. P P P P P p
(Superficial)
Intra-luminal

_______________Other (Specifv) (3D/4D) ____

Cardiac Adult-

CardiacTrans-esoph. (Cardiac)
_______________Other (Specifiu)

Peripheral - Peripheral Vascular P P P P PP
Vascular Other (Specify) ____ ____ ____ _________________

N = new indication; P=previously cleared by FDA 5 10(k) K082326 & K 10 1091, E=Added under Appendix E
Includes fl-M ode and Harmonic (contrast) imaging (HI)

-Includes PWD-Mvode imaging and High Pulse Repetition Rate PWVD-Mode (F-PR-F)
-Includes Color Doppler (CD), Directional Power Doppler (DPD). and Power Doppler (PD)

Includes B+M, B-IM+CM, MA-CM. B+CD+MA-CM, B+CD+PWD where CD could represent (CD, DPD, PD. or BD)

Color M-Mode (CM)
6Abdominal includes renal, GYN/Pelvic
Inn-a operative include abdominal, thoracic (cardiac) and vascular (PV)
Freehand tissue elasticity

Prescription Use _ ___ AND/OR Over-The-Counter Use ______

(Part 21 CER 801 SubpartfD) (21 CFR 801 Subpart C

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRI-, Office of In Vitro Diagnostic Devices (OIVD)

1t e 'of In 'tr Diagnostic Devices

510(K)

Page 1 of
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510(K) Number (if known):_______
System Name: ZONARE Z53 Ultrasound Diagnostic System
Device Name: Phased (Sector) Array Transducer CIO-3
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application ~-<.Mode of Operatiin >$. ,-' :~; . . . .

General Specific B M PWD2  CWD Color* Combined Other'
_____________ (Track I & 1ll) _____ _____ Dappler' Modes 4 8

Ophthalmic Ophthalmic ___ ___ ___ ________

Fetal N N N N N N'
Abdominal' N N N N N
Latin-operative (specify) N N N N N N-
1mmra-operative (Neuro) N N N N NN
L-aparoscopic
Pediatric N N N N N NM
Small Organ (Thyroid,
Breast, Testes. etc.) _______

Neoinatal Cephalic N N N ___ N N N,
Adult Cephalic/ trans N N N N N N5

General cranial
application Trans-rectal ____ _________ _____________

Trans-vaginal
Trans-urethral-
Trans-esoph. (non-
Card.) ___ ___________ _____ _______

Musculo-skel.
(Conventional)
Musculo-skel.
(Superficial)
Intra-luminal ________________

________________Other (Specify) _____ _______________

Cardiac Adult N N N ____N N N
Cardiac Pediatric N N N _____N N N

Cardiac Tinns-esoph. (Cardiac) _____

Other (Specify)
______________(31314D)

Peripheral vascular Peripheral Vascular N N N N_____ N______ ________ N_ ___

IOther (Specifv) 3D'4D-- 1
N = new indication; P=previously cleared by the FDA E=Addedl under Appendix E

Includes B-Mode and Harmonic (contrast) imaging (I)
Includes PWD-Mode imaging and High Pulse Repetition Rate PWD-Mode (HPRF)
Includes Color Doppler (CD), Directional Power Doppler (DPD), and Power Doppler (PD)

Includes B±M. B-iM+CM, M+CM, B+CD+M+CM. B-iCD+PWD where CD could represent (CD, DPD, PD, or BD)
Color M-Mode (CM)

6 Abdominal includes renal, GYN/Pelvic
Intra operative include abdominal. thoracic (cardiac) and vascular (PV)
Freehand tissue elasticity

Prescription Use _ ___ AND/OR Over-The-Counter Use ______

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

O ~c 'of In Vitr agnostic Devices
Ev ato n Safety

Page 1 of

510(K) Number (if known):_ _____
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System Name: ZONARE ZS3 Ultrasound Diagnostic System
Device Name: Curvilinear Transducer C8-3 (311/4D)
Indications for Use: Diagnostic ultrasound imaging or fluid flowv analysis of the human body as follows:

Clinical Application -7 Modea operation." .w

General specific B M W 2  CWD Color Combined OhT
(Track I & 111)____ _____ DopplW Modes'

Ophthalmic Ophthalmic ____ ______________

Fetal P P P __ _ P P P

Abdominal' P P P _____P P P

lnta-operative
(Specify) ____

Intra-operative (Neur) ____

Laparoscopic
Pediatric P P IP P P P5

Small Organ (Thyroid,
Breast. Testes, etc.) ____

Peonatal Cephalic ____ ____

General Adult Cephalie
applications Trans-rectal __________

Trans-vaginal ____

Trans-urethral
Trans-esoph. (non-
Card.) ______

Musculo-skel.
(Conventional)
Musculo-skel.
(Superficial) ___ ___ ____

Intra-luminal
Other (Specifv) (3D'4D) P P P- P P IP

Cardiac Adult L_______ ____

CricCardiac Pediatric __________ _____________ ____

CariacTans-esoph. (Cardiac) EP____-

Other C Spec ify) ___

Peripheral Pep hema Vascular i ____ P PP

Vascular Other (Specify) __________ _____________

N = new indication; P=previously cleared by FDA 5 10(k) K(10 109 1, E=Added under Appendix E

Includes B-Mode and Harmonic (contrast) imaging (HI)
2 Includes PWD-Mode imaging and High Pulse Repetition Rate PWD-Mode (HPRF)

Includes Color Doppler (CNo Directional Power Doppler (DPD), and Power Doppler (PD)

Includes B±M, B+M±CMv, M±CM. B-CD±M-)CM, B+CD-4PWD where CD could represent (CD, DPD. PD, or BD)

-Color M-Mode (CM)
Abdominal includes renal, GYN/Pelvic

7Intra operative include abdominal. thoracic (cardiac) and vascular (PV)
Freehand tissue elasticity

Prescription Use ______AND/OR Over-The-Counter Use _ _____

(Part 21 CFRSO01 Subpart D) .(21 CERS801 Subpart C

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH. Office of In Vitro Diagnostic Devices (OIVD)

Of Ie o In Vitr Di ostic Devices

Page I of

510(K) Number (if known):_____

5 1 0(k) Submittal ZONARE Medical Systeths, Inc. 6



System Name: ZONARE ZS3 Ultrasound Diagnostic System
Device Name: Curvilinear Transducer C9-4t
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application 7 - Modebf'pemdonb 7". __ _____

General specific Color Combined
(Truck I Only) (Track I & 1ll) B M PWD2  CWD Doppler' Modes 4  Ote

Ophthalmic Ophthalmic
Fetal
Abdominal P P P _____P P
Intra-operative
(Specify),
Intra-operative (Neuro) __

Laparoscopic
Pediatric P P P P P
Small Organ (Thyroid,
Breast, Testes. etc.)
NeonatalCephalic P P P _ __ P P
Adult Cephalic ___

General Trans-rectal
application Trans-vagzinal

Trans-urethral
Trans-esoph. (non-
Card.)
Musculo-skel. P PPP
(Conventional)P P PPP
Musculo-skel. P P P P P
(Superficial)
Lntra-lumina[

Other (Specify,)
(3D14D) P P P P P
Vet abdominal

Cardiac Adult
Cardiac Pediatric P P P P P

Cardiac - Trans-esoph. (Cardiac) ____________________

Other (Specify vtP P 'PP

cardiac e

Peripheral vascular Peripheral vascular ______ ____

1 =Other (Specify) ____________ ________

N = new indication; P-previously cleared by FDA 5 10(k) 10 109 1, E=Added under Appendix E
' Includes B-Mode and Harmonic (contrast) imaging (HIl)
2 Inicludes PWD-Mode imaging and High Pulse Repetition Rate PWD-Mode (HPR-F)

Includes Color Doppler (CD), Directional Power Doppler (DPD), and Power Doppler (PD)
Includes B±M, B+M'-CM, M+CM. B+CD+M+CM. B#CD±PWD where CD'could represent (CD, DPD, PD, or BD)

'Color M-Mode (CM)
6Abdominal includes renal, GYN/Pelvic
Intra operative include abdominal, thoracic (cardiac) and vascular (PV)
Freehand tissue elasticity

Prescription Use _ ___ AND/OR Over-The-,Counter Use ______

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH. Office of In Vitro Diagnostic Devices (OWVD)

0V Of I'n tro Diagnostic Devices

Page 1 of

510(K) Number (if known):_ _____

5 10(k) Submittal ZONARE Medical Systems, Inc. 7



System Name: ZONARE Z53 Ultrasound Diagnostic System
Device Name: Phase (Sector) Array Transducer P4-ic
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application-: o., - - MWfoperitidh-n-. - - -* -

General Specific Color Combined Other'
_________ (Track I & 111) B M PW' CD Doppler I Modes'

Ophthalmic Ophthalmic ________

Fetal P P p p p V
Abdominal' P p p ____ p pi

Inta-operative
(Specify), ________

Intra-operative (Neura)
* L~~~1aparoscopic __________________

Pediatric P P p p p V-
Small Organ (Thyroid,

* Breast. Testes. etc.)
NeonatalCephalic P P p p P Fn

General Adult Cephalic/ turns P P P P P pi
apiain cranial _________ ____

appliation Trans-rectal

Trans-vaginal ____ __________________ _________ ____

Trans-urethral
Trans-esoph. (non-
Card.)
Musculo-skel.
(Conventional) _______________ _______ ____

* Musculo-skel.
(Superficial) ___________________ ____________

tatra-luminai
_____________Other (Specify) ______ ___ ___ ____________

Cardiac Adult p. p p p p P
Cardiac Pediatric p p . F ____ P P pl

Cardiac Trans-esoph- (Cardiac) ___ ___ _______________ ____________

Other(SpeciN') P P P P p 5
(3D'4Dkcontrast ___ ____________

Peripheral vascular PrpeaVsclr P P p ____ P P I F
1Other (Specify) I ________ I__

N = new indication P=previously cleared by the FDA 510(k) K101091, E=Added under Appendix E
' Includes B-Mode and Harmonic (contrast) imaging (HI)
2 Includes PWD-Mode imaging and High Pulse Repetition Rate PWD-Mode (HPRF)
"Includes Color Doppler (CD)T Directional Power Doppler (DPD), and Power Doppler (PD)
Includes B+M, B+M+CM. M+CM, B±CD-9M+CM. B+CD±PWD where CD could represent (CD, DPD, PD, or BD)

Color M-Mode (CM)
6Abdominal includes renal, GY-N/Pelvic.
7Intra operative include abdominal, thoracic (cardiac) and vascular (PV)
Freehand tissue elasticity

Prescription Use _ ___ AND/OR Over-The-Counter Use ______

(Part 21 CER 80 1 Subpart D) (21 CER 801 SubparttC

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTIN-UE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

0 1 e ofIn V r Diagnostic Devices

Page 1 of_

510(K) Number (if known):_ _____

5 10(k) Submittal ZONARE Medical Systems, Inc. 8



System Name: ZONARE ZS3 Ultrasound Diagnostic System
Device Name: Phased (Sector) Array Transducer P10-4
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application -r7% , s Mode ofOpetin--t---- -- "- -- - - -

GeerlSpc~fc PD CD Color Combined Other,
GenralSpefck B M P1D1)W Doppler' Modes' S____

Ophthalmic Ophthalmic ______ 7_________ _________

Fetal P P IPPPP
Abdominal' P P P P P P:

Intr-operative P
(Specify), P P P P P P

Intra-operative (Neuro) P P P P P P'

Laparoscopic _________

Pediatric P P P P P P.

Small Organ (Thyroid,
Breast, Testes. etc.) ____ ____ _________

Neonatal Cephalic P P P P P p

General Adult Cephalic/ trans P P P P P P

application Transral

Trans-vaginal _________

Trans-urethral
Trans-esoph. (non-
Card.) ____ ____ ____________

Musculo-skel.
(Conventional)
Musculo-skel.
(Superficial) __________________

Intra-luminal
Other (Specifv) __________________

Cardiac Adult P P P ___ P PV

Cardiac Pediatric P P P P P P5

Cardiac Trans-esoph. (Cardiac)
Other (Specify)

______________(3 D'4D) ________

Peripheral vascular Peripheral vascular P P P ____ PPW
Otherf(Specify) _______ ____

N = new indication; P=previously cleared by the FDA 510(k) K 101091, E=Added under-Appendix E

Includes B-Mode and Harmonic (contrast) imaging (HI)
Includes PWD-Mode imaging and High Pulse Repetition Rate PWD-Mode (HPRF)-
Includes Color Doppler (CD), Directional Power Doppler (DPD), and Power Doppler (PD)

' Includes B+M. B+M+CM, M+CM. B-ICD-'M+CM, B+CD+PWD where CD could represent (CD. DPD, PD, or BD)
Color M-Mode (CM)

6Abdominal includes renal, GYN/Pelvic
Intra operative include abdominal, thoracic (cardiac) and vascular (PV)
Freehand tissue elasticity

Prescription Use _ ___ AND/OR Over-The-Counter Use ______

(Part 21 CFR 801 Subpart D) .(21 CER 801 Subpart C

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRZ, Office of In Vitro Diagnostic Devices (OlYD)

ftc of In Vi o iiagnostic Devices
Ev atiogjand Safety
510(K) f

Page 1 of

510(K) Number (if known):______

5 10(k) Submittal ZONARE Medical Systems, Inc. 9



System Name: ZONARE ZS3 Ultrasound Diagnostic System
Device Name: Endo-Cavity Transducer E9-4
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application __________ Mode ofOperation:-
General Specific B M PY CD Color Combined Oher'

(Track I Only) (Track I & upB P1)CW Doppler' Modes4 , 0
Ophthalmic Ophthalmic ___

Fetal P P P ____ P PP
Abdominal
Inira-operative
(Specify)' __ ___________

Intra-operative (Neuro) ____

Laparoscopic ____

Pediatric
Small Organ (Thyroid.
Breast. Testes. etc.)
Neonatal Cephalic
Adult Cephalic

General Trans-rectal P P P ____ P PP
application Trans-vazinal P P P P P P

Trans-urethrai
- Truns-esoph. (non-

Card.)
Musculo-skel.
(Conventional)
Musculo-skel.
(Superficial)
nta-luminal

Other (Specify)
(3D'4D)

CardiacAdult ____ ____

CardiacCardiac Pediatric
Cardiac ~Trans-esoph. (Cardiacn ___ ___ _________ _____ __________

Other (Specify) ____ ___________

Perihera vasular Peripheral vascular
Other (Specify)

N new indication P=previously cleared by FDA 5 10(k) K 10 109l., E=Added under Appendix E
Includes B-Mode and Harmonic (contrast) imaging (HI)
Includes PWD-Mode imaging and High Pulse Repetition Rate PWD-Mode (HPRF)
Includes Color Doppler (CD). Directional Power Doppler (DPD), and Power Doppler (PD)
Includes B+M. BA-M+CM, M+CM, B±CD±M-'-CM. B±CD+PWD where CD could represent (CD, DPD, PD, or BD)

* Color M-Mode (CM)
6Abdominal includes renal, GYN/Pelvic

7 Inn-a operative include abdominal, thoracic (cardiac) and vascular (PV)
Freehand tissue elasticity

Prescription Use _ ___ AND/OR Over-The-Counter Use ______

(Part 21 CFR 80 1 Subpart D) (21 CER 8 01 Subpart C

(PLEASE DO NOT WRITE BELOW THIS L~iNTE-CONTINUE ON ANOTHER: PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Oft of ) Vit D gnostic Devices

Page 1 of

510(k) Submittal ZONARE Medical Systems, Inc. 10



510(K) Number (if known):_______
System Name: ZONARE ZS3 Ultrasound Diagnostic System
Device Name: Endo-Cavity Transducer E9-3 (3D) (cleared under E9-4 (3D)}
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application: Mode ofOperation;-. -t% t ,. '

General Specific 0 NI PD W oor .Combined Oh
(Track I Only) (Track I & I11) B M .WD CW Doppler' Modes 4  Ote

Ophthalmic Ophthalmic
Fetal P P P _ PP_
Abdominal
Intr-operative
(Specify),
Intr-operative (Neuro)
Laparoscopic
Pediatric
Small Organ (Thyroid.
Breast. Testes. etc.)
Neonatal Cephalic
Adult Cephalic ________ ____

General Trans-rectal P P P P P P

application Trans-vaginal P P P P P P;
Trans-urethral _____ ____

Trans-esoph. (non-
Card.)
Musculo-skel.
(Conventional)
Musculo-skel.
(Superficial) ____ ____ __________

Intra-luminal

Other(Specif') P P P p P P5

Cardiac Adult

CricCardiac Pediatric ____

Cardiac Trans-esoph. (Cardiac) ____________

_______________Other (Specify)
Perpheal ascla Peripheral vascular

IOther (Specify) IE
N= new indication; P-previously cleared by FDA 510(k) K082326 & K1o1o91, E=Added under Appendix E

Includes B-Mode and Harmonic (contrast) imnaging (HI)

Includes PWD-Mode imaging and High Pulse Repetition Rate PWD-Mode (HPRF)
Includes Color Doppler (CD), Directional Power Doppler (DPD), and Powver Doppler (P D)
Includes B+M, B+M-CM, M+CM, R+CD+M-CM, B+CD+PWD where CD could represent (CD, DPD, PD, or BD)

5Color M-Mode (CM)
6Abdominal includes renal, GYN/Pelvic
Inn-a operative include abdominal, thoracic (cardiac) and vascular (PV)
Freehand tissue elasticity

Prescription Use _ ___ AND/OR Over-The-Counter Use ______

(Par 21 CER 801 Subpart D) (21 CFR 801 Subpart C

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

0 e of fi Vi iagnostic Devices
Evaluatio and Safety
5 10(K) X<170762,

Page I of.

5 1 0(k) Submittal ZONARE Medical Systems, Inc. I



51O(K Number (if known):_ _____
System Name: ZONARIE ZS3 Ultrasound Diagnostic System
Device Name: Linear Transducer L1O-5
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation - -.

General specific B M PW' CWD Color Combined te
(Track I Only) (Track I & Il1) 1 Doppler& Modes4

Ophthalmic Ophthalmic P I P P P
Fetal P P P P P __

Abdominal' P P P ____ P P P

lotra-operative P P P 5p
(Speciy)7 P___ P P__

Intr-operative (Neuro P P P P P

La pa rosco pic ____

Pediatric P- P P P P 5

Small Organ (Thyroid, PP PP
Breast, Testes. etc.) p P P P P _

Neonatal Cephalic P P P P1

GeneralAdult Cephalic
Geaplto Trans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph. (non-
Card.)-

Musculo-skel. P P P P P .

Musculo-skel.P PPP
(superficial) -

Intra-luminal
Other (Specify)'
(3 D/4D)
Cardiac Adult

CardiacCardiac Pediatric
CardiacTrans-esoph. (Cardiac)

Other (Specify)- -

P.

Peripheral Peripheral Vascular P P P P P P
Vascular Other (Specify)

3D'4D ___ ___ ____________

N = new indication: Ppreviously cleared by the FDA 5 I 0(k) K 10 109 1, E=Added under Appendix E

' Includes B-Mode and Harmonic (contrast) imaging (Hi)
2 Includes PWD-Mode imaging and High Pulse Repetition Rate PWD-Mode (HPRF)

Includes Color Doppler (CD), Directional Power Doppler (DPD), and Power Doppler (PD)

4 Includes B-M.I B+M-i-CM. MA-CM', B-iCD±M+'CM. B±CDA-PWD where CD could represent (CD, DRO. PD, or BD)

Color M-Mode (CM)
6Abdominal includes renal, GYN/Pelvic
Intra operative include abdominal. thoracic (cardiac) and vascular (PV)

Freehand tissue elasticity

Prescription Use _ ___ AND/OR Over-The-Counter Use ______

(Part 21 CFR 801 Subpart D) (21 CFR 80 1 Subpai'tC

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH-, Office of In Vitro Diagnostic Devices (OIVD)

0 I e of In itr Diagnostic Devices
Eva uatioi a Safet

Page 1 of_

5 1 0(k) Submittal ZONARE Medical Systems, Inc. 12



510(K) Number (if known):*_____
System Name: ZONARE ZS3 Ultrasound Diagnostic System
Device Name: Linear Transducer L8-3
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinic~lpp~icatiiit~tA~tt~v<~. -Mode of Operation CT----- . -- - - -____

General Specific B M PWD 2  CWD Colr Combined te
(Track I Only) (Track I & 1ll) ____ _________ Dopplerl Modes

4  Ol
Ophthalmic Ophthalmic

Fetal P P P ____ P P

Abdominal' P P P ____ P P P
latin-operative - P P PPPP5
(SpecifM

7  
P____ ______ P______ ________

Intra-operative (Neuro) P P PP
Laparoscopic ____ __________________ _______

Pediatric P P P ____ P P P5

Small Organ (Thyroid, P P P P P F
Breast. Testes. etc.) 8

Neonatal Cephalic P P P P P P5

General Adult Cephalic ___ _____ ______

application Trans-rectal ____ _ ____ ______

Trans-vaoinal
- Trans-urethral

Trans-esoph. (non-
Card.)
Musculo-skel. P p PPP.
(Conventional)P-PPP
Musculo-skel.PPP
(Superficial) pPPP.a

Intra-luminal
Other (Specify)

___________3D.'4D

Cardiac Adult

CardiacCardiac Pediatric
CardiacTrans-esoph. (Cardiac)

Other (Specify)

PeihrlPeripheral Vascular P P P PP

Vascular Other (Specify)
lL - ~~3D/4D I I I- J

N = new indication; P~previously cleared by the FDA 5 10(k) K082326 & K 10 109 1, E=Added under Appendix E
Includes B-Mode and Harmonic (contrast) imaging (14Il)

2 Includes PWD-Mode imaging and High Pulse Repetition Rate PWD-Mode (I-PRF)
Includes Color Doppler (CD), Directional Power Doppler (DRO), and Power Doppler (PD)
Includes B±M. B+M±CM, Mi-CM, B+CD+M-tCM. B±CD4PWD where CD could represent (CD, DPD, PD, or BDJ)
Color M-Mode (CM)
6Abdominal includes renal, GYN/Pelvic
Inn-a operative include abdominal, thoracic (cardiac) and vascular (PV)
Freehand tissue elasticity

Examples may include A-mode, Amplitude Doppler, 3-D imaging, Harmonic imaging, Tissue Motion Doppler, Color velocity imiaging

Prescription Use ____ AND/OR Over-The-Counter Use ______

(Part 21 CFR 801 Subpart D) (21 CER 801 Subpart C

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

0 1 o In itr agnostic Devices

5 10(K) _ _ _ _ _

Page I of

5 1 0(k) Submittal ZQNARE Medical Systems, Inc. -13



510(K) Number (if known):_______
System Name: ZONARE ZS3 Ultrasound Diagnostic System
Device Name: Linear Transducer L12-4v
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application 7. Mode of Oeration'
General specific B W 2 ~Color Comnbined Otr

(Track I Only) (Track I & 1ll) B M ____C Doppler' Modes4  Other__

Ophthalmic Ophthalmic ________ _______

Fetal
Abdomninal
Intra-operative
(Specify?____ ____ ______

Intra-operative (Neuro) ___

Laparoscopic
Pediatric P P P P P
Small Organ (Thyroid, P P PPP
Breast. Testes. etc.)
Neonatal Cephalic ___ ____

Adult Cephalic __________ ______

General Trans-rectal
application Trans-vaginal ___

Trans-urethrul
Trans-esoph. (non-
Card.)
musculo-skel. P PPPP
(Conventional)P P PPPP
Musculo-skel. P P P . P P
(Superficial)
Intra-lurninal

Other (Specify)
(3D4D) P P P P P P
(vet use too)

Cardiac Adult

CardiacCardiac Pediatric
Cardiac Trans-esoph. (Cardiac) ____

________________Other (Specifi') ________ ____ ____ _____________

Perphra vacuarPeripheral vascular P P P ____PPP

N = new indication; P=previously cleared by FDA 5 10(k) Kf 0 109 1, E-Added under appendix E,
Includes B-Mode and Harmonic (contrast) imaging (I)

2Includes PWD-Mode imaging and High Pulse Repetition Rate PWD-Mode (HPRF)
Includes Color Doppler (CD), Directional Power Doppler (DPD). and Power Doppler (PD)
Includes B+M, B+MI+CM, M+CM, B+CD+M+CM. B+CD+PWD where CD could represent (CD, DPD. PD, or BD)

- Color M-Mode (CM)
6 Abdominal includes renal, GYN/Pelvic
7Intra operative include abdominal, thoracic (cardiac) and vascular (PV)
Freehand tissue elasticity

Prescription Use _ ___ AND/OR Over-The-Counter Use ______

(Part 21 CFR 80 1 Subpart D) .(21 CFR 801 Subpart C

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINTUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRI-, Office of In Vitro Diagnostic Devices (OIVD)

Oftio In Vitro iagniostic Devices
Evaluatio nd Safety
5 10(K) i c o

Page Ilof

5 10(k) Submittal ZONARE Medical Systems, Inc. 14



510(K) Number (if known):_ _____
System Name: ZONARE ZS3 Ultrasound Diagnostic System
Device Name: Linear Transducer L14-Ssp
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

. Clinical Application,~~ Mode of Ope:ation
General Specific B W 2  CD Color Combined ohs

(Track [ Only) (Track I& Ill) B____ M PWD' CW Doppler, Modes 4  Ohr

Ophthalmic Ophthalmic ____ ______________ ______ ______

Fetal P P P ____ PP

Abdominal' P P P ____ P P P

Intr-operative PPP
(Specify)' P P P PPP

Intr-operative (Neuro) P P P P P

Laparoscopic
Pediatric P P P P P P5

Small Organ (Thyroid, ~
Breast, Testes. etc.) P - PPP

Neonatal Cephalic P P P P P

General Adult Cephalic

application Trans-rectal
Trans-vaginal-
Trans-urethral
Trans-esoph. (non-
Card.)
Musculo-skel. P5 h PP
(Conventional) P PPP

Muscuto-skel. P P P P P P5, 9
(Superficial) ____ ______________ _____________

Intra-luminal
Other (Specifv)'

__________3D'4D

Cardiac Adult

CardiacCardiac Pediatric
Cardiac Trans-esoph. (Cardiac) ____

Other (Specify) ____

Peihrl Peripheral Vascular P P P P P p

Vascular Other (Specify)
3D/4D I___ I____

N = new indication; P=previously cleared by the FDA 5 10(k) K082326 & K 10 109 1. E=Added under Appendix E
Includes B-Mode and Harmonic (contrast) imaging (HI)
Includes PWD-Mode imaging and High Pulse Repetition Rate PWD-Mode (HPRF)
Includes Color Doppler (CD). Directional Power Doppler (DPD), and Power Doppler (PD)
Includes BM, BA-MICM, M+CM, B±CDA-M-4CM. B+CD-{PWD where CD could represent (CD, DPD, PD, or BD)
Color M-Mode (CM)
6Abdominal includes renal, GYN/Pelvic
7Intra operative include abdominal, thoracic (cardiac) and vascular (PV)

Freehand tissue elasticity
Examples may include A-mode, Amplitude Doppler. 3-D imaging, Hanmonic imaging, Tissue Motion Doppler Color velocity imaging

Prescription Use . AND/OR Over-The-Counter Use ______

(Part 21 CFR 801 Subpart D) (21 CER 801 Subpart C

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRJH, Office of In Vitro Diagnostic Devices (OIVD)

Of of fIV Vtr v agnostic Devices
Evaluatior and Safety
510(K) L o

Page 1 of_

5 10(k) Submittal ZONARE Medical Systems, Inc. 15



510(K) Number (if known):_______
System Name ZONARE ZS3 Ultrasound Diagnostic System
Device Name: Linear Transducer L14-5w
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application.* 2 1*:CJ Mode dfQ2 2raton".,_____________________

General Specific B M PWD2  Cw ~ Clr Combined Other"
(Track I Only) (Track 1 & Ill) M___ CWD___ Dolr' Mds

Ophthalmic Ophthalmic ____ ______________ ______ ______ ____

Fetal P P P P P F'

Abdominal" P P P P P P
latra-operative P P P P P P5

(SpeciE'.)' 7________ ______

hutr-operative (Neural P - P p____ P P
Laparoscopic
Pediatric P P P ____ P P P

Small Organ (Thyroid, P P P P P PS
Breast. Testes. etc.)
Neonatal Cephalie P P P ____ P P Pi

General Adult Cephalic ___

application Trans-rectal
Trans-vaginal
Tman s-u ret ral
Trans-esoph. (non-
Card.)
Musculo-skel. PPPP,8
(Conventional) P P PPPP'
Musculo-skel. P P P P P8
(Superficial) ____

Intra-lurninal
Other (S peci f)b

___________3D/4D _ __ ___

Cardiac Adult

CardiacCardiac Pediatric
Cardiac Trans-esoph. (Cardiac) _____ ____

Other (Specify)
P,

Peripheral Peripheral Vascular P P P P P P8

Vascular Other (Specify)
3D/4D ___ _______

N = new indication: P=previouslv cleared by the FDA 5 10(k) K 10 109 1, E=Added under Appendix E
Includes B-Mode and Harmonic (contrast) imaging (HI)

2 Includes PWD-Mode imaging and High Pulse Repetition Rate PWD-Mode (HPRF)
Includes Color Doppler (CD), Directional Power Doppler (DPD), and Power Doppler (PD)

4'Includes Bi-N, B-IM+CKM-. CM, B+CD--M-4CM. B±CD+PWD where CD could represent (CD, DPD. PD, or BSD)
'Color NI-Mode (CM)
6Abdominal includes renal, GYIN/Pelvic
Inn-a operative include abdominal, thor acic (cardiac) and vascular (PV)
Freehand tissue elasticity

Examples may include A-mode, Amplitude Doppler, 3-D imaging, Hianmonic imaging, Tissue Motion Doppler. Color velocity imaging

Prescription Use ______AND/OR Over-The-Counter Use ______

(Part 21 CFR 801 Subpart D) (21 CFR 80 1 Subpart C

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

I Cncurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

D S
Of ie ofISit o agnostic Devices

Evaiuat io d f t

Page 1 of

5 10(k) Submittal ZONARE Medical Systems, Inc. 16



510(K) Number (if known):_______
System Name: ZONARE ZS3 Ultrasound Diagnostic System
Device Name: Tram-Esophageal Transducer: P8-3TEE
Indications for Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application,..> t Mode of Operation S----- -- '. vf :>

General Specific B W2 CD Color Combined Other '8

(Track I Only) (Track I & 111) B W 2  CD Doppler' Modes4

Ophthalmic Ophthalmic ____

Fetal
Abdominal
[ntra-opertive
(Specify), ___ ______

Intra-operative (Neuro)
Laparoscopie
Pediatric
Small Organ (Thyroid,
Breast, Testes, etc.)
Neonatal Cephalic

General Adult Cephalic
applications Trans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph. (non-
Card.) P P P P P F5

Musculo-skel.
(Conventional)
Museulo-skel.
(Superficial) __________

Intra-luminal
Other (Specify)

_____________ (D'4D)
Cardiac Adult

Cardiac Cardiac Pediatric
Trans-esoph. (Cardiac) P P P ____ P P P

_______________Other (Spec ify) ___ ___ _____________________ ____

Peripheral Vessel Peripheral Vessel ________ ____ ___________ ____________

Other (Specify) ________ _________________

N = new indication; P=previously cleared by FDA 510(k) K101091, E=Appendix E
' Includes B-Mode and Harmonic (contrast) imaging (HI)
2 Includes PWD-Mode imaging and High Pulse Repetition Rate PWD-Mode (HPRF)
3Includes Color Doppler (CD), Directional Power Doppler (DPD), and Powver Doppler (PD)
Includes B+M, B+M±CMv, M±CM. B+CD+M+CM, B+CD4PWD where CD could represent (CD. DPD, PD, or BD1)

5Color M-Mode (CM)
6 Abdominal includes renal, GYIN/Pelvic

Intra operative include abdominal. thoracic (cardiac) and vascular (PV)
Freehand tissue elasticity

Prescription Use _ ___ AND/OR Over-The-Counter Use ______

(Part 21 CFR 80 1 Subpart D) (21 CER 801 Subpart C

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Of of In 4Vitr jagnostic Devices

Evaluation and Safety

510(K) f~z60
Page I of__

5 10(k) Submittal ZONARE Medical Systems, Inc. 17



510(K) Number (if known):_______
System Name: ZONARE ZS3 Ultrasound Diagnostic System
Device Name: St. Jude EP ViewFlex PLUS ICE Catheter model # VF-PM Part #09-2005 (off the shelf) (P9-3ic)
Indications for Use: Diagnostic ultrasound imag-in,- or fluid flow analysis of the human body as follows:

Clinical Application .< .Modeof'Qpraton.

General Specific B M PWD~ CD Color Combined ohr
(Track I Only (Track I & 1ll) ____Doppler, Modes' ____

Ophthalmic Ophthalmic
Fetal
Abdominal
Intra-operative
(Specifv)' ,__

Intra-operative (Neurol
Laparoscopic
Pediatric
Small Organ (Thyroid,
Breast. Testes. etc.)
Neonatal Ceplialic ____ __________ _____ _______

Adult Cephalic ________ __________________

General Trans-rectal
application Trans-vacinal

Trans-urethral ____

Trans-esoph. (non-
Card.) _____________________

Musculo-skel.
(Conventional)
Musculo-skel.
(Superficial) ___ ____

totra-luminal

Other (Spec ify)
(3 D'4D)

Cardiac Adult _______

Cardiac Pediatric ______
Cardiac Trans-esoph. (Cardiac)

___________Other (Intra-Cardiac) P P P _____P

Peripheral vascular PeiheL vaclar _____ _____________ ____

Oter Spciz')
N = new indication; P-previously cleared by FDA 510(k) K10 1091, ST Jude K 031066 K073709 E=Added under Appendix E
Includes B-Mode and Harmonic (contrast) imaging (HI)
Includes PWD-Mode imag ing- and Hig-h Pulse Repetition Rate PWD-Mode (HPRF)
Includes Color Doppler (CD), Directional Power Doppler (DPD), and Power Doppler (PD)
Includes B. M, B+M-CM. M±CM, B-ICD+M+CM, B+CD+PWID where CD could represent (CD. DPD. PD, or BD)
Color M-Mode (CM)

6Abdominal includes renal, GYN/Pelvic
Intra operative include abdominal, thoracic (cardiac) and vascular (PV)

Freehand tissue elasticity

Prescription Use _ ___ AND/OR Over-The-Counter Use ______

(Part 21 CFR 801 Subpart D) (21 CER 801 Subpart C

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH-, Office of In Vitro Diagnostic Devices (OIVD)

Offlic IFIn Vitro iagnostlo Devices
Evaluation and Safety

5 10O(K) __ __ __ _
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